The pharmaceutical industry has played an important role throughout world history. This industry is responsible for developing, manufacturing, and distributing lifesaving and sustaining medicines. Today, due to medicines developed by the pharmaceutical industry, human beings are living healthier and longer lives. Like most industries, however, the pharmaceutical industry has also been plagued with problems in recent years. Presently, more drugs are being pulled off the market than ever before because of safety concerns. This has been followed by a wave oflawsuits aimed at correcting the error of allowing such drugs on the market in the first place. As a result, the pharmaceutical industry has faced increasing amounts of negative publicity and a lack of confidence from investors and consumers alike.
In the United States, most pharmaceutical companies promote the dual objective of providing health care to the general public while making a profit for their shareholders. This is often a contentious proposition because companies will place a greater priority on achieving the latter rather than the former. Moreover, the irony of this dual objective is that most large pharmaceutical conglomerates, such as Merck, Pfizer, and GlaxoSmithKline, are publicly traded companies.' Pharmaceutical companies aim to maximize wealth for their stakeholders (shareholders in the case of a publicly held corporation and owners in the case of a closely held corporation). Therefore, in order to do so, the objective of every major pharmaceutical company is to produce a blockbuster drug.
Because of the relative importance of producing a blockbuster drug, a withdrawal from the market of this drug can have severe consequences for the respective pharmaceutical company. Subsequently, questions arise as to whether the lure of profit blinded the company into developing a potentially unsafe drug. In answering this question, it is important to examine the legal, business, and ethical ramifications for all parties involved: pharmaceutical companies, federal regulatory agencies, and patients who use the drugs.
This Note will discuss the significant ramifications of withdrawing a blockbuster drug from the market and how such a decision may impact particular persons or entities. Part II will define a blockbuster drug and a subsequent withdrawal from the market. In addition, it will examine the recent growth and role of the pharmaceutical industry in the development of novel blockbuster drugs. Part III will examine the drug approval process in the United States, specifically the steps involved in obtaining Food and Drug Administration ("FDA") approval for a pharmaceutical drug owned by a pharmaceutical company. Part IV will analyze the legal ramifications of withdrawing a drug from the market, discussing recent court decisions involving Baycol and Vioxx. Part V will examine the business effects of such a decision, specifically focusing on how such a decision affects the pharmaceutical industry and the respective pharmaceutical company that is forced to make such a decision. Part VI will examine the ethical considerations that a pharmaceutical company must undertake before making the decision to withdraw a drug from the market. Finally, Part VII and VIII will examine those parties who may be particularly blameworthy in this saga and identify what, if any, potential solutions exist.
II. PHARMACEUTICAL INDUSTRY STATISTICS AND THE BLOCKBUSTER DRUG
The pharmaceutical industry is an ever-growing industry in the U.S. in large part due to the profitability of the blockbuster drug. Because of the synergistic effect that both the pharmaceutical industry and blockbuster drug have on each other, it is important to define a blockbuster drug and its withdrawal from the market. It is equally important to examine the relative importance of the pharmaceutical industry in the United States and its effect on the development and manufacturing of blockbuster drugs.
A. The Blockbuster Drog
For the purposes of this Note, a blockbuster drug is a medicine that generates more than one billion dollars in sales in a year. 2 In 2003, the world phar- [Vol. 4:115 maceutical market consisted of sixty-seven drugs, which together, generated over $136 billion. 3 Between 2004 and 2009, experts believe that at least twenty-four new blockbuster drugs will emerge, resulting in a total ofninetythree. 4 The current leading blockbuster drug in tenns of total sales is Lipitor, which is owned and licensed by Pfizer. For the second quarter of2006, Lipitor contributed to Pfizer a reported profit of$2.86 billion. 5 In addition, blockbuster drugs are heavily marketed by their respective companies to both patients and health care professionals alike. For instance, as of2005, Pfizer has spent a total of$16.99 billion on marketing and administration expenses for Lipitor since its inception in the U.S. market. 6 As a result of this heavy marketing, blockbuster drugs such as Lipitor have become well known by the general public. In sum, blockbuster drugs are generally heavily marketed brands that provide patients with the efficacy that cannot usually be provided by generic and arguably less efficacious brands.
B. The Drug Withdrawal
A blockbuster drug withdrawal from the market can be devastating to the respective pharmaceutical company, the patients who use the drug, and the regulatory agencies. A drug withdrawal is either mandated by the FDA (also known as an involuntary withdrawal) or proactively pursued by the drug's pharmaceutical company (also known as a voluntary withdrawal). In the past, there have been instances of both voluntary and involuntary withdrawals. It is important to note, however, that neither a voluntary withdrawal nor a FDA mandated involuntary withdrawal presupposes any innocence or guilt on the part of the pharmaceutical company. Nevertheless, as will be discussed later in this Note 7 , a voluntary withdrawal can have much greater consequences in tenns of investor relations and public confidence for the respective pharmaceutical company than an involuntary withdrawal.
C. The Pharmaceutical Industry
The pharmaceutical industry's relative importance in the United States is immense. From 2003 to 2004, total sales of prescription drugs increased by 8.3%. 8 Not surprisingly, every year more and more new prescriptions are being written. For instance, the top twenty pharmaceutical corporations and their respective medicines accounted for approximately $2.5 billion dispensed prescriptions.9 In addition, the pharmaceutical industry netted a total of $235 billion in industry sales in 2004, which was nearly nineteen billion dollars more than the previous year. 10 The desire to obtain a "piece of this pie" is motivating pharmaceutical companies to spend more in research and development than ever before. 11 In correlation with an increase in research and development expenditures by pharmaceutical companies, retail spending on prescription drugs has increased significantly. As a result, "pharmaceuticals accounted for nearly one in every ten dollars spent on health care," a number that is projected to rise to nearly fourteen percent of all health care costs by 2010. 12
Ongoing Debate Between Pharmaceutical Industry Proponents and Its Critics
Proponents of the pharmaceutical industry claim that the industry is simply supplying the market demand for its goods. Critics, however, point to the fact that there are several competing drugs in each category and question why the industry produces so many duplicates, rather than focusing on the development of novel medicines. 13 Industry critics believe that the lure of profits and the subsequent investor perception has led companies to produce drugs that increase revenues rather than those that benefit the general public by treating an incurable or untreatable disease.15 Why else would there be a number of drugs in the same class that perform virtually the same function? 16
In response, many proponents of the pharmaceutical industry rebut such a argument by claiming that each drug in a category, although created to treat the same disease-state, often has a different mechanism of action and as a result is in fact a novel drug. 17 The practical answer, however, is that each drug makes a lot of money. 18 As blockbuster drugs, these drugs can single-handedly reverse the fortunes of any dwindling pharmaceutical company. In other cases they may further enhance the profitability at a successful phannaceutical conglomerate, certainly increasing its worth on Wall Street.
The Pharmaceutical Industry's Reliance on the Blockbuster Drug
Blockbuster drugs account for a large percentage of the total net sales produced by the pharmaceutical industry. These drugs dominate the market because of their relative popularity and overall efficacy and safety. 19 In 2004, the top ten blockbuster drugs accounted for nearly thirty-eight billion dollars of total sales. 20 In 2004, for example, the top ten selling drugs in the United States made more than two billion dollars in sales each for their respective companies with the leader being Pfizer's statin, Lipitor, which accounted for $7.7 billion in sales. 21 These extraordinarily high returns indicate that the pharmaceutical companies clearly have a vested interest in ensuring that their blockbuster drugs remain on the market. 22 There is a downside to keeping a problematic blockbuster drug on the market. Keeping such a drug on the market may cost the pharmaceutical company millions, even billions, of dollars in lawsuits, negative public perception, for the largest sales volumes in the industry. 22 It should be noted that although a blockbuster drug accounts for sales in excess of one billion dollars, it is difficult to compare a blockbuster drug to a non-blockbuster drug because the latter's sales can vary due to a number of factors, such as with respect to its relative popularity and associated disease-state. and decreased investor confidence. More importantly, the pharmaceutical company's inaction may have a negative impact on the health of patients who use and rely on the drug in the first place.
The cost of a failed blockbuster drug can be especially devastating for pharmaceutical companies that require successful blockbuster drugs in order to recoup the high cost of developing and manufacturing these drugs. In addition, although the pharmaceutical industry enjoyed a 5.4% increase in sales in 2005, 23 this number is significantly lower than the 8.3% increase the industry enjoyed in 2004. 24 Although the current growth rate is still a strong number, the withdrawal of blockbuster drugs Vioxx and Bextra contributed to the declining growth from previous years. 25 Therefore, both the pharmaceutical industry and its companies require a blockbuster drug to succeed commercially, specifically before the company loses its right to exclusive marketing of the drug 26 or the drug's patent expiration 27 , in order for the pharmaceutical industry to enjoy a strong growth rate and for its companies to recoup their investment in development and manufacturing of these drugs.
The Evolving and Future Role of the Pharmaceutical Industry
Furthermore, prescription drugs have played an increasingly important role over the years, especially as the United States' population ages. 28 According to the Administration on Aging, the older-aged segment of the United States' population is growing substantially. 29 In addition, many of those reaching the age of retirement will live 18.2 years longer than their predecessors. 30 According to these statistics, medications produced by the pharmaceutical industry have helped to sustain the lives of the octogenarian demographic. Therefore, as a significant portion of the population grows older, the pharmaceutical industry will be placed under greater scrutiny to ensure that the drugs that are 23 Presently, there is mounting internal and external pressure placed on pharmaceutical companies to produce blockbuster drugs. Internally, management understands that profitable drugs are needed in order to finance other operations, as is the case in many businesses. On the other hand, externally, shareholders want novel blockbuster drugs because that often corresponds to increased profitability and as a result a simultaneous increase in dividend payments. Because the average blockbuster drug's return on investment is only five percent, the large pharmaceutical conglomerates would need to produce two or three blockbuster drugs per year in order to grow sales by ten percent. 31 Although such a number may seem absurd, especially considering that it costs hundreds of millions of dollars to produce a blockbuster drug, the pharmaceutical industry has in fact sustained such a pace. The number ofblockbuster drugs on the market has increased from seventeen in 1995 to sixty-seven in 2003 . 32 Just as the number of blockbuster drug brands have increased, so too has the number ofblockbuster drug withdrawals. As a result, the FDA's drug approval process has come under scrutiny by many experts. 33 Even the agency that dictates whether a drug is fit for introduction into the open market is not immune from criticism, especially when its self-acclaimed stringent drug approval process fails to uncover the drug's safety problems. · The drug approval process within the FDA is still a rigorous process that consists of several phases of testing. 34 Regulation of a new drug is performed by the Center for Drug Evaluation and Research, a branch of the FDA. 35 The process for approval begins by requiring the pharmaceutical company to take steps to perform pre-clinical screening of the drug in order to prove through their subsequent submission of data to the FDA that the drug is reasonably safe. 36 In order to ensure that the drug is safe, during preclinical drug develop- 36 I d. Before the FDA allows the pharmaceutical company to use a drug or compound, in further initial, small scale pre-clinical studies, the pharmaceutical coinpany must put forth ment, the pharmaceutical company must evaluate the drug's toxic and pharmacologic effects by conducting short-and long-term testing on animals. Only if the drug passes the requirements of pre-clinical screening, will it undergo a series of additional screening phases. 37 During the next three phases, the drug is tested vigorously in order to ensure its efficacy and safety. For instance, during the first phase, the drug is introduced and administered to humans. 38 These studies are closely monitored and are usually conducted with healthy volunteer subjects. 39 The object of these studies is to determine the metabolic and pharmacologic action of the drug in humans, including any potential side effects associated with increasing doses (if available). 40 During the second phase, early controlled clinical studies help determine the common side effects and risks associated with the drug. 41 Finally, during the third phase, the effectiveness of the drug and the overall benefit-risk relationship of the drug are evaluated. 42 Although the FDA's drug approval process is stringent, the pressure to produce more blockbuster drugs has caused pharmaceutical companies to submit an increasing number of applications for new drug approval to the FDA. 43 Requiring a thorough evaluation of each drug has put a considerable strain on the FDA due to its lack of resources and manpower. 44 Moreover, lobbying efforts by the pharmaceutical industry have since convinced Congress to amend earlier statutes that previously required nearly fifteen years of FDA testing for approval of a new drug. 45 For example, in response to serious epidemics such as AIDS, the FDA reduced the amount of time for reviewing a new drug to between six and twelve months. 46 the drug approval process. 47 Curiously, although the amount of time required to review a drug has decreased, the number of drug withdrawals has continued to rise. The remaining question is whether there is a direct correlation between the reduced amount of review time and the increased number of drug withdrawals in recent years.
According to the Pharmaceutical Research and Manufacturers Association ("PhRMA"), an organization comprised of representatives from a number of pharmaceutical companies, there are significant costs associated with producing a blockbuster drug and bringing it to market. 48 Generally, the industry responds to claims that the drug approval process is not stringent enough by pointing to the substantial amount of resources invested in producing a blockbuster drug. 49 The industry claims that pharmaceutical companies have a considerable stake in producing a drug that is both safe and efficacious. For instance, a blockbuster drug costs a pharmaceutical company an average of over $800 million dollars to develop from its infancy as a molecule. 5° In addition, of the five to ten thousand chemically synthesized molecules examined by the FDA, only one ever becomes an approved drug. 51 Therefore, it could be argued that the pharmaceutical industry is more than committed to producing safe drugs, which can be directly attributed to the great number of drugs that are discarded due to problems in the earlier stages of development.
Regardless of these statistics, however, the alarming rise in the number of blockbuster drug withdrawals has caused many critics to "point the finger'' at the FDA's reduced review time. During the 2004 Senate Finance Committee Hearings concerning the drug Vioxx, Doctor David Graham, the Associate Director for Science and Medicine in the FDA's Office of Drug Safety, called the FDA incapable of protecting the American public from another blockbuster withdrawal such as Vioxx. 52 He claimed that FDA officials pandered to the wishes ofbig pharmaceutical companies, even so far as allegedly attempting to pressure him into changing his scientific conclusions and recommendations regarding certain drugs. 53 The Journal of the American Medical Association ("JAMA'') agreed with Doctor Graham and claimed that the FDA's postmarket-approval-surveillance system was underfunded and understaffed. This shortage of adequate finances and manpower has led to thousands of deaths each year by drugs that should have been withdrawn in the first place. 54 Further proof can be found by examining the FDA drug approval process, which would reveal that although the process is stringent, in the past it has failed to weed out those drugs that were unsafe to place on the market. In addition, the heavy price tag placed on the development of each molecule increases the incentive for the pharmaceutical company to push the drug to market, especially if the drug is in the third phase of testing. Often times in the third phase, the drug is viewed as an eventual release to the market and is often portrayed as such by the company. In doing so, the company's stock price increases as the company is viewed as having a strong pipeline that may lead to a more financially prosperous future.
Conversely, loss of such a drug during the third phase can be devastating financially and publicly for the company and its shareholders. In recent years, several high profile drugs have been pulled off the market due to safety concerns. A withdrawal of a blockbuster drug may not only affect the company fmancially and legally, but can also affect its public image.
Therefore, the withdrawal of a blockbuster drug from the market can have a direct effect on not only the respective pharmaceutical company and its consumers, but also the FDA and other agencies that failed to prevent the drug from being introduced on the open market. It seems apparent from recent drug withdrawals that as the number of blockbuster drugs pulled off the market increases, the FDA's drug approval process will come under continued scrutiny. This may ultimately lead to significant changes in the way the FDA handles new drug applications.
N. LEGAL RAMIFICATIONS OF PuLLING A DRUG OFF THE MARKET
When a pharmaceutical company pulls a drug off the market as a result of an FDA mandate, it is in many cases conceding that the drug was somehow flawed. Usually the flaw or flaws in a prescription drug pulled off the market can be attributed to safety concerns. In recent years, several high profile blockbuster drugs, such as Rezulin and Baycol, have been pulled off the market for just this reason. 55 Many of these recently withdrawn drugs were used to treat a 53 /d. at 220-21. 54 Id. at 221. wide variety of disease-states. 56 In such cases, patients and health care professionals had to find alternatives to treat these life altering diseases. Conversely, the pharmaceutical companies that manufactured drugs, such as Rezulin and Baycol, 57 were inundated by a number of lawsuits. Both companies are currently fighting the majority of these lawsuits domestically and globally.
The legal ramifications of pulling a blockbuster drug off the market may be significant for both the plaintiff and the defendant-pharmaceutical company. First, a verdict against a pharmaceutical company can lead to large jury awards, specifically punitive damages. A pattern of such losses and large awards can lead to more lawsuits, including class action lawsuits, which may financially burden the company for a long time. It may also lead to a global settlement in order to prevent the company from going bankrupt. 58 Conversely, if the plaintiffloses, usually after filing several appeals, there is very little recourse to seek compensation for the sacrifice of time spent and expenses inCUITed as a result of attorney's fees and court costs. This is even more demoralizing to the individual plaintiff than to its pharmaceutical counterpart because the latter can dig into its deep pockets and come out of such litigation essentially unscathed, aside from its attorney's fees and court costs.
Second, there may be criminal penalties. If the plaintiff can prove that the pharmaceutical company knew of the drug's safety defects and continued to market and sell it, the company and its principals may face criminal prosecution. Those within the company who knew of the drug's problems and failed to disclose such concerns may even face possible jail time. This may also result in class action lawsuits against the company and may lead to large fines from the FDA.
A. Vioxx Lawsuits: The Case Against Merck
In 2004, Vioxx was pulled off the market for safety reasons; at the time, Vioxx was the most profitable drug ever to be withdrawn from the market in United States history. 59 Merck withdrew Vioxx from the market after the data- safety-monitoring board, which oversaw a long-term study of the drug, recommended that the study be halted. 60 In essence, patients in the study had an increased risk of developing serious cardiovascular events, such as heart attacks and strokes, because of their continued use of the Vioxx fifty milligram tablet, as compared to those patients simply taking a placebo. 61 The FDA responded to Merck's stunning announcement by stating that "Merck did the right thing by promptly reporting these findings to the FDA and voluntarily withdrawing the product from the market:.6 2 The legal ramifications of such a withdrawal were unprecedented and over the next few weeks and months, injury lawyers across the country postured for position in an attempt to sue Merck and obtain a piece of the Vioxx injury pie.
The legal consequences of the Vioxx withdrawal were immense. In the United States alone 4,300 lawsuits were filed against Merck, citing Vioxx as the cause of an injury. 63 There may be several reasons why such a large number oflawsuits were filed. First, plaintiffs' attorneys targeted large pharmaceutical companies, and many of them used this opportunity to show prospective clients that trial lawyers can sue big conglomerates like Merck and hold them accountable. 64 Second, a significant number of the cases were to be tried in jurisdictions that fail to cap punitive damages. 65 As a result, plaintiffs' lawyers were hoping that the advent of big-ticket verdicts against the company would result in the filing of more lawsuits. 66 Similar to cases involving claims against asbestos and breast implants, plaintiffs' lawyers hoped that this marked the beginning of a long road oflitigation. 67 Finally, a defeat in the courtroom might be the ultimate consequence of the withdrawal because it can lead to substantial jury awards and a considerable number of subsequent lawsuits.
Additionally A drawn out litigation process means that the company will likely settle, even those cases it might win, in an attempt to avoid a string of defeats that would provide other potential victims the incentive to sue. Id. It also could lead to forum shopping, resulting in adverse publicity for the company in multiple jurisdictions .
.. future litigation that would be sure to follow. Each of these trials presented a unique opportunity to examine the legal consequences of pulling a blockbuster drug off the market. So far there is no clear winner as the decisions sometimes favor Merck and other times favor the plaintiff.
The first trial occurred in the Texas case, Ernst v. Merck, 68 in which the widow of the decedent who used Vioxx for several months, claiming that Vioxx contributed to the decedent's death, sued Merck for negligence in the design of their blockbuster anti-arthritic drug. 69 The jury awarded a verdict in favor of the plaintiff for $253 million, including $229 million in punitive damages. 70 The jury determined that Merck acted with malice, which was defined as "an extreme degree of risk and conscious indifference to the rights, safety or welfare of others." 71 This large award has several implications. First, as the largest award against a pharmaceutical company in U.S. history, it attracted hundreds of new lawsuits against Merck filed by plaintiffs' attorneys who wanted a piece of the pie. Second, the award sent a clear message to the pharmaceutical industry that pulling a blockbuster drug off the market could lead to crippling damage awards. Third, Merck was dealt a serious blow since this was only the first of thousands oflawsuits that it would face, and such a verdict and award set a very negative precedent. Finally, such a verdict not only encouraged plaintiffs to file more lawsuits, it also discouraged plaintiffs from settling their cases, hoping for a similar outcome by taking their cases to trial.
The second trial occurred in the New Jersey case, Humeston v. Merck/ 2 and resulted in the pendulum swinging back in Merck's favor. This case proved that winning a lawsuit against a pharmaceutical company that has voluntarily withdrawn a blockbuster drug because of safety concerns is an unlikely proposition and is a great risk for the plaintiff.
In this case, even though the jury verdict was not permitted to address whether Vioxx caused a heart attack, the jurors had determined that other risk factors and job stress were contributing factors. 73 The jury determined that Merck provided adequate warning to prescribing physicians. 74 This verdict was a giant setback for many plaintiffs because it occurred in New Jersey, the loca- tion of Merck's corporate headquarters and the location of more than 2,700 other filed lawsuits. 7 s Nevertheless, this victory proved that in any lawsuit against a major pharmaceutical company (with deep pockets and even deeper resources), wins and losses during the course of the litigation process depend on the facts as presented in individual cases. 76 The third Vioxx trial and first federal trial, Plunkett v. Merck, took place in Houston, Texas, and resulted in a mistrial. 77 In Plunkett, the trial ended in a mistrial after the jury could not reach a conclusive verdict after nearly two and a half days of deliberation. 78 The judge stated that "the jury was split and unable to agree on a verdict." 79 Once again, the outcome of the trial rested on facts that ultimately left the jurors deadlocked.
The three Vioxx trials proved that pulling a blockbuster drug off the market can have significant and unpredictable legal consequences for both the plaintiff and the defendant. These trials also proved that extraneous factors can dictate the outcome of the trial. For instance, in all three trials, the facts played a critical role in swaying or deadlocking the respective juries. 80 In both the second and third trials, the individual facts of each case dictated the outcome in Merck's favor. In product liability cases, often the specific facts, such as the patient's administration of the pill or the patient's understanding of the prescribing information, can play a pivotal role in swaying the jury one way or another. 81 Another critical factor in determining the outcome was the jurisdictional location of the lawsuit. For instance, the large award in the first trial was not unusual for Texas. Moreover, the second trial was held in New Jersey where Merck was incorporated; therefore, finding an unbiased jury may have proven difficult for the plaintiff. Finally, all three trials proved that a blockbuster drug being pulled off the market delineates the beginning of a long road oflitigation for both parties. Thus, much like a boxing match, a resounding win in any one round can be easily reversed in subsequent rounds.
These 81 It should be noted that this is not true in every case but seemed to matter in these early Vioxx cases.
[Vol. 4:115 in the next ten years. 82 These cases prove that the determining factors will be the merits of the respective case, the jurisdiction in which the case is tried, and the trial strategies employed by the parties. A resounding victory in one part of the country may be inconsequential to potential plaintiffs in other parts of the country. Nevertheless, the legal consequences can greatly affect all pharmaceutical companies and plaintiffs who use blockbuster drugs in the foreseeable future.
B. Criminal Indictments and Substantial Financial Penalties
A pharmaceutical company that pulls a blockbuster drug off the market either voluntarily or involuntarily is likely to receive major media attention. Most drugs are pulled off the market because there is indisputable evidence that the drug has caused health problems in those who used the drug. As a result, the next logical step is to question those involved in the development and manufacturing of the drug and to determine if such information could have been revealed earlier. Accordingly, if personnel within the pharmaceutical company had the information and failed to reveal its contents to the FDA or to decision makers within the company, not only is the company subject to civil lawsuits, but those who failed to disclose the information may be criminally prosecuted and the company may be penalized through large fines. In such a case, criminal indictments will probably be filed because of the potential severity of such a situation. It is inexcusable for a company to withhold information proving that a drug could be potentially harmful to those patients whom it is intended to benefit.
A little over a month after pulling Vioxx off the market, Merck revealed that it had been subpoenaed by the Justice Department concerning an investigation into the methods Merck had used to market and sell Vioxx. 83 In subsequent cases against Merck, plaintiffs' attorneys are likely to point to internal Merck memoranda that had at least three programs to train sales representatives "to misstate and misrepresent the truly dangerous nature ofVioxx to prescribing physicians," including a company document that alerted sales reps to dodge tough questions from physicians. 84 In addition, plaintiffs' attorneys will also use internal Merck e-mails and marketing materials as well as interviews with outside scientists to show that the company fought hard to keep safety concerns 82 86 Although there is mounting evidence that Merck employees knew about Vioxx's safety problems, the Justice Department has yet to file any criminal indictments against Merck.
In the past, a company's voluntary withdrawal of a blockbuster drug did not result in criminal indictments against decision makers within the company because in doing so the company conceded the drug's lack of safety and as a result attempted to rectify such a problem. 87 As more pharmaceutical companies require successful blockbuster drugs in order to offset the ever increasing research, development, and litigation costs, executives are faced with increasing pressure to circumvent any problems with potential blockbuster drugs that may arise. In doing so, it is likely that these executives might face criminal prosecution for attempting to hide concerns that might jeopardize the drug's commercial future.
Another consequence of concealing information that may reveal a blockbuster drug's safety problems is the imposition of substantial financial penalties on the pharmaceutical company that owns the drug. For instance, in 1996, Warner-Lambert Pharmaceuticals, before being acquired by Pfizer, submitted Rezulin, a drug aimed at treating patients with diabetes, to the FDA. 88 During the drug approval process, Warner-Lambert pressured the FDA into approving Rezulin, a drug with known side-effects, which were fatal in some cases. 89 This decision to approve the drug was ill-fated as the drug was allegedly related to the deaths of 391 people by the time it was pulled from the market. 90 Prior to its submission ofRezulin to the FDA, Warner-Lambert was already being investigated by the FDA and the Justice Department for its concealment of key information and actions during the drug approval process. 91 Eventually, Warner-Lambert pled guilty in 1995 for "concealing quality-control problems in its drug manufacturing" processes and received a ten million dollar 85 fine; at the time, this was one of the largest fines ever imposed on a drug manufacturer. 92 Although that number may not seem significant for a large pharmaceutical conglomerate with deep pockets, the fine represented the determination by governmental agencies that the pharmaceutical company erred in its manufacturing of the drug. In tum, such a finding could be used by plaintiffs' attorneys in subsequent civil lawsuits.
V. BUSINESS RAMIFICATIONS OF PULLING A DRUG OFF THE MARKET
In addition to legal consequences, such as civil lawsuits and criminal indictments, a pharmaceutical company can also face business consequences as a result of a blockbuster drug withdrawal from the market. One of these consequences is the loss of an asset that produces a significant amount of revenue for the company. Another is the myriad of lawsuits and the significant amount of capital required for their defense. Also, the company can face a decrease in the market's valuation of the company, specifically in its stock price, which can affect perception and investor confidence in the company's ability to bounce back from such a setback. Nevertheless, regardless of the reason, the loss in . profit and future revenues can be devastating for any company, especially ifthe drug is a significant asset within its product line.
Bayer Pharmaceuticals faced the business ramifications of pulling a blockbuster drug off the market when, in 2001, it pulled Baycol, 93 one of its most profitable pharmaceutical drugs used to treat high cholesterol, off the market. As a result, Bayer had to prepare itself for the long road of litigation by stockpiling a significant amount of capital to fight lawsuits. 94 Unlike its statin counterparts, Zocor, Lipitor and Pravacol, Bayer's Baycol was related to the deaths of nearly one hundred people and was associated with causing painful side effects, such as rhabdomyolosis, which causes weakening of the muscles. 95 Since its withdrawal, many plaintiffs' attorneys had been critical of Bayer's handling of the drug, even claiming that Bayer's litigation costs (due to the withdrawal of Baycol) would ultimately cost fifty billion dollars in settlements and judgments before it was over.% As a result of the negative press it received and the numerous lawsuits that were filed against it, Bayer faced a significant financial setback due to Baycol' s withdrawal. At first, Bayer settled 2,312 cases for $872 million, including several settlements of one million dollars for the roughly 100 death cases. 97 der to cover the legal costs associated with the nearly 9,278 lawsuits pending since Baycol was pulled :from the market, Bayer set aside nearly $1.2 billion, mostly provided by insurers. 98 Furthermore, Bayer had to plan for any possible losses in such cases or in settlement of some of the lawsuits. From its initial withdrawal ofBaycol until2004, Bayer had settled 2,312 lawsuits and as aresult paid nearly $872 million. 99 There were over 9,000 lawsuits pending, which plaintiffs' attorneys, such as Mikal Watts, believe will end up costing the company in excess of fifty billion dollars. 100 Therefore, not only did Bayer lose one of its most profitable products, but it was faced with the prospect of using capital that it had reserved for research and development of other compounds to fend off plaintiffs' attorneys who wanted a piece of the ever-increasing lawsuit pie.
Another possible fmancial consequence of pulling a drug off the market is the stock market's downward valuation of the company in terms of its stock price. In Bayer's case, as a result of the thousands of lawsuits that had been filed against the company and the long road oflitigation ahead which the company would inevitably have to face over the next decade, the company saw a significant setback in its stock price. 101 The lack of market confidence in Bayer remained even though Bayer produced several high profile blockbuster drugs after Baycol's withdrawal, including Levitra, a drug used to treat erectile dysfunction.
Another example of a company's stock devaluation due to a drug withdrawal occurred when Merck voluntarily withdrew Vioxx from the market. Arguably, no pharmaceutical company has faced Wall Street's wrath quite like Merck, which faced a significant decrease in stock price after pulling Vioxx off the market because of impending litigation. 102 It is easy to see how investor faith in the pharmaceutical industry has begun to wane as a result of continual litigation 103 and the fact that Vioxx was the ninth prescription drug to be involuntarily withdrawn from the market due to death or injury in the last seven years. 104 Also, Vioxx was a different type of blockbuster drug: Vioxx was a
[Vol. 4:115 veritable super blockbuster drug, if such a term exists. It had entered the market to much hype in 1999 and became an instant success, grossing over one hundred million prescriptions, including twenty million users, and about $2.5 billion in annual sales. 105 The fact that Vioxx was such a highly advertised drug led to a firestorm of publicity and made it all the more vulnerable to individual plaintiff and class action lawsuits, such as personal injury tort actions, derivative lawsuits, congressional investigations, and Securities and Exchange Commission inquiries. 106 Subsequently, on the day Vioxx's withdrawal was announced, Merck shares lost more than twelve dollars per share, dropping from forty-five to thirty-three dollars per share, later stabilizing to around thirty dollars per share. 107 The withdrawal ofVioxx also caused Merck, the nation's third largest pharmaceutical company, to be thought of as a potential merger target. 108 In fact, in the months to follow, Merck's Board of Directors offered special bonuses to 230 of its most senior managers, which would be triggered if either the company was taken over by another firm or if some other firm acquired twenty percent of its outstanding shares. ul9 The Vioxx episode proved that not only is the pharmaceutical company susceptible to a drop in stock price, but as a result, the company may also face a hostile takeover by another company, greatly affecting investor confidence in the company. Nevertheless, any company that wished to take over Merck would also have to take on the thousands oflawsuits that Merck faced as aresult ofVioxx's withdrawal.
Furthermore, Vioxx' s withdrawal cost many Merck employees their jobs. Since the withdrawal, Merck has planned to layoff nearly 7,000 employees, most of whom held production plantjobs. 110 In addition, top executives are not often spared after a major drug withdrawal. For instance, Merck's Chairman and Chief Executive Officer, Raymond Gilmartin, abruptly resigned shortly after Vioxx was withdrawn from the U.S. market.m Therefore, the business ramifications of pulling a drug from the market can affect all of a company's divisions, from the boardroom to the factory floor.
Finally, it should be noted that once the patent on a blockbuster drug expires, other companies can use the same drug's formula to create generic drugs. The proliferation of generic drugs often cannibalizes the market for the original blockbuster drug. Therefore, for pharmaceutical companies that possess multiple blockbuster drugs, one of the drugs whose patent may be close to its expiration, a drug withdrawal of the other drug or drugs may be financially crippling. As a result, this may lead to increasing motivation on the part of the respective pharmaceutical company to produce more blockbuster drugs in order to make up for the loss of these profitable assets. 112 
VI. ETHICAL CONSIDERATIONS OF PULLING A DRUG OFF THE MARKET
The decision to withdraw a blockbuster drug from the market can present ethical dilemmas to the following parties: the pharmaceutical company, the regulatory agencies, such as the FDA, and the pharmaceutical industry as a whole. For instance, before pursuing a withdrawal, the pharmaceutical company must take into account that there are patients who may be dependent on these arguably life altering drugs, such as Vioxx and Lipitor. 113 In addition, the pharmaceutical industry is forced to consider that many patients are "counting on industry research to produce new treatments for diseases like rheumatoid arthritis and diabetes." 114 Finally, regulatory agencies such as the FDA have begun to carefully scrutinize ethical considerations because "nobody wants to be on 60 Minutes being asked why a dangerO\!-S drug· was approved" and whether the FDA took into account that countless Americans that would be negatively affected due to side effects and many more would be left without a viable alternative once that drug was withdrawn from the market. 115 Subsequently, all of the players in this drama have begun to take into considemtiem how a drug withdrawal may affect not just their respective entities, but also the lives of many patients. The most prominent player in this drama, however, is the pharmaceutical company, and although the FDA and the pharmaceutical industry also face certain ethical issues, most of these issues are a by-product of those faced by the pharmaceutical company. As a result, for the purposes of this Note, the pharmaceutical company's ethical considerations or lack thereof will be examined and scrutinized. Although a withdrawal might be in the best interests of the pharmaceutical company, it is often not in the best interests of the patients who use the drug and are dependent on it for their daily activities. Therefore, this section of the Note will examine the ethical considerations that a pharmaceutical company must undertake before and after a drug withdrawal. 116 Obviously from the perspective of a pharmaceutical company, a. drug withdrawal is not an ideal solution because it leads to negative public perception, strained investor relations, and loss of a valuable asset. 117 In short, there are rarely any positive aspects to a drug withdrawal. Before a drug withdrawal has transpired, however, it is important for a pharmaceutical company to note that it can minimize the negative aspects of a drug withdrawal with a proper handling of the situation. Therefore, a pharmaceutical company's evaluation of the ethical considerations before a drug withdrawal may mitigate the negative public perception and strained investor relationship it is sure to face.
The stakes for all involved in a drug withdrawal, whether voluntary or involuntary, are enormous. As a result, before a decision is made as to whether a blockbuster drug will be withdrawn from the market, the respective pharmaceutical company must evaluate how such an announcement will affect the countless number of patients who are counting on the drug to treat a life-altering ailment. In addition, such an announcement also forces health care professionals to face the prospect of finding alternative forms of relief for patients who can no longer use the withdrawn blockbuster drug. In the case of voluntary withdrawal, the pharmaceutical company can balance such ethical considerations with the fact that they must ensure the safety of the general public. Also, the company can fall back on the fact that it took all the necessary precautions, such as adding warning labels as required by the FDA, but in such a case, the risk outweighed any potential benefit that the blockbuster drug provided. 118 Conversely, the pharmaceutical company is faced with the prospect of continuing to market and manufacture a defective product, particularly, one that posed a danger to those patients who used it. In addition, the pharmaceutical company also must consider the ethics of continuing to market a product whose· failures are delineated in clinical outcomes studies. As a result, the pharmaceutical company's failure to act may have led to countless more deaths that may have been avoided through both the drug's withdrawal from the market and timely notice of the drug's withdrawal to physicians and patients. 119 Therefore, a failure to take into account these important ethical considerations can lead to devastating consequences including a FDA mandated withdrawal, negative public perception, and strained investor relationships.
Every pharmaceutical company must balance the benefits of producing a blockbuster drug with the risk of loss of life or serious injury that may result due to an adverse event or other usage problem. In addition, every pharmaceutical company, through their membership in PhRMA, understands that they have an important duty to treat patients on their road to recovery. 120 Nevertheless, given the ethical duties voluntarily undertaken by the pharmaceutical industry and its companies, pharmaceutical companies are continually faced with accusations from the public, government officials, and regulatory officials that they failed to take into account the ethical consideration of continuing to manufacture a drug whose safety problems were readily ascertained from ongoing clinical-outcomes studies. 121 In addition, although in recent years, pharmaceutical companies have been forced to withdraw an increasing number of blockbuster drugs, many of these drugs have been withdrawn after a significant number of patient deaths. For instance, from 1997 until200 1, thirteen drugs were pulled off the market, having been linked to consumer deaths and severe side effects. 122 Several of these thirteen drugs were on the market for many years before they were withdrawn, begging the question whether the respective pharmaceutical company should have been allowed to wait for evidence of the drugs' safety problems to accumulate before finally being forced to withdraw the drug, especially in light of their ethical obligation to improve patients' well-being. 123 A more recent example of a pharmaceutical company's alleged failure to withdraw a drug from the market despite the proof of its safety problems was the Vioxx drug withdrawal. 129 In the article, the author commented that both "Merck and the FDA acted out of ruthless, short-sighted, and irresponsible selfinterest."130 Merck was not the only pharmaceutical company in recent years that failed to take into account the ethical ramifications of pulling a drug off the market. In 2001, Baycol was withdrawn from the market, but only after it had been linked to thirty-one deaths. 131 Bayer claimed that the drug was safe, but "[t]he industry's focus on producing drugs for chronic conditions like depression and diabetes has vastly increased the pool of potential plaintiffs, because medicines for those diseases are taken by millions of people." 132 Moreover, "because clinical trials for new drugs are conducted on only a few thousand subjects, the tests do not always discover ... dangerous side effects." 133 Bayer's argument can be criticized for several reasons. First, more testing should have been performed, especially when the drug is being mass produced and marketed to a wide number of patients and physicians. 134 Second, the drug was withdrawn after thirty people died during post-marketing surveillance, a number that seems much too high given the fact that this drug was used to prevent heart attacks and strokes. 135 In sum, more consideration should have been given to the fact that the drug was not properly tested and could negatively affect many of the patients for whom it was prescribed.
B. A Blockbuster Drug's Withdrawal May Affect Those Patients Who Have Not Reacted Negatively to the Drug
Another ethical consideration that a pharmaceutical company must consider when deciding whether to withdraw a blockbuster drug from the market is how such a withdrawal will affect current patients. 136 Many patients depend on drugs such as Vioxx and Bextra, not only for their pain relief properties, but also because these drugs give patients the ability to perform activities that otherwise would not be possible without pain. 137 As a result, due to the withdrawal, these patients are not afforded the chance to determine whether continued use of the withdrawn drug and any possible associated health risks Critics of Bayer claim that the company had become aware of the hazards even as it continued to sell Baycol and that it imperiled its customers by choosing not to disclose those risks fully. Several thousand lawsuits have been brought against the company. Four researchers who were paid by prosecutors to testifY as expert witnesses studied the medical literature and internal company documents that were made public during the legal proceedings. Reporting in the same issue of JAMA in which Graham's report appears, they conclude that the data Bayer released while marketing Baycol did not tell the whole truth about the drug. [Vol. 4:115 may be worth the risk, given the very real possibility that without these drugs, their quality of life would be substantially diminished. 138 Subsequently, without these drugs many patients are forced to use substitute drugs that are often not as efficacious or potent. 139 In some cases, the substitute drugs can also cause distress and side effects. 140 For instance, with the withdrawal of Vioxx and Bextra, many patients were forced to use over-thecounter drugs such as Advil and Aleve, both of which can also cause cardiovascular problems and digestive distress, although at a much lower rate than the cox-2 inhibitors. 141 Furthermore, withdrawal ofmanyofthe blockbuster drugs does not affect all patients negatively, causing many patients to wonder why they have been deprived of effective treatment. In most drug withdrawal cases, the vast majority of patients are not at risk for any of the side effects listed. 142 In fact, an FDA advisory panel even concluded that Vioxx was safe enough to be returned to the market as long as patients were better warned of the risks. 143 Furthermore, these patients might actually be more at risk from substitute drugs than from the withdrawn drugs. Therefore, many patients are left to wonder whether the chances of being hanned by a side effect of a withdrawn drug outweigh the increased quality oflife associated with using the withdrawn blockbuster drug. 144 
C. Balancing Ethical Considerations with the Company's Stated Goal of Profitability
Most phannaceutical companies must consider the ethics of putting profits before patient safety. In the 1950s, Merck patriarch and President George Merck remarked, "medicine is for the people. It is not for profits. " 145 In recent months, his company has been criticized for hiding the problems associated with Vioxx in order to increase profits. 146 Although such allegations have not been substantially proven, companies that fail to consider the plight of patients and their families are likely to suffer from negative public perception that may affect the company for years to follow. In addition, such companies would likely face endless litigation and claims of negligence, which could continue for a seemingly indefinite period of time.
When making the decision to withdraw a drug from the market, a phannaceutical company must first consider the patient. Often, a company is forced to confront the families of the patients who died or were injured as a result of using the blockbuster drug in question. But the company must also consider the plight of those patients who have not experienced side effects in connection with use of the drug. Such patients may be banned as a result of the drug being withdrawn from the market, particularly if there is a lack of efficacious substitutes. Therefore, the ethical ramifications of withdrawing a blockbuster drug from the market are numerous and affect all parties involved.
VII. CONSIDERATIONS OF CULPABll..l'IY IN PULLING A DRUG OFF THE MARKET
The question of who is at fault when a drug is withdrawn from the market is not easily discernible, even though the parties who are responsible can be easily identified. Most of the time, the party held responsible is the most visible party, usually the pharmaceutical company that developed and marketed the failed product. Pharmaceutical companies, however, are large conglomerates with multi-tiered management cotntn\ttees and divisions. As a result, assigning the blame to a particular individual or division of the com- pany can be almost impossible and requires proof that certain individuals had knowledge of the drug's safety failures and subsequently failed to report them.
A. To What Extent is the Pharmaceutical Company at Fault?
The proof required to hold a pharmaceutical company liable for marketing and distributing an unsafe product is difficult to produce. After a drug has been pulled off the market, both the FDA and the respective pharmaceutical company incur significant expenses in order to investigate how such a safety failure transpired. Such investigations can take years and may cost millions of dollars; nonetheless, they produce valuable evidence-based answers regarding the drug's failure. Any information regarding management malfeasance and a failure to report important safety information is not easily discoverable. Therefore, even though a pharmaceutical company may be held liable for continuing to mass market and produce an unsafe product, it may escape any punitive liability because the opposing party will likely be unable to produce sufficient proof that the pharmaceutical company's management knowingly and intentionally produced the harmful drug.
Moreover, pharmaceutical companies argue that it is difficult to predict how a patient will react to a drug after years of concomitant treatment with other drugs. For instance, most drugs are tested under rigid clinical conditions. When placed on the market, however, a patient may fail to read the prescnbing information circular 147 carefully. Often times, patients ingest a drug concurrently with other substances, such as food, drinks, or other drugs, which is strictly forbidden in the drug's prescribing information. In addition, most drugs have long half-lives. 148 As a result, a drug can be present in a patient's body for many years. 149 Because of this, it is difficult to assess the long-term effects of the drug because the drug usually is not tested for that length of time during 147 A prescribing information circular is a sheet of paper that is included when a drug is prescribed to a patient and is required to contain, among other requirements, "a summary of the essential scientific information" and comprehensive prescribing information. Labeling Requirements for Prescription Drugs and/or Insulin, 21 C.P.R. § § 201.56 to 201.57 (2006) . It also provides the patient with other information, such as concomitant use and the drug's mechanism of action. ld § 201.57. It is "also referred to as a package insert, product label, or product information." HepititisBHelp.com, Glossary, http://www.hepatitisbhelp.com/hepatitis _b_glossary.html (last visited Feb. 24, 2007 clinical trials. Moreover, pharmaceutical company proponents argue that it is unrealistic to expect a drug to be tested for every possible side effect and adverse event because there are too many different scenarios under which a drug may be ingested by the average patient. Furthermore, each patient's body reacts differently to a drug; an adverse event in one patient may not be found in another. Nevertheless, most litigation is still directed towards the pharmaceutical company when a drug is withdrawn from the market because it is the party that marketed and distributed the failed product. Thus, it can be argued that just as a pharmaceutical company takes credit for a successful novel medicine and as a result reaps the financial rewards, it must also be held accountable and publicly responsible for developing and marketing an unsafe drug in order to prevent companies from submitting drugs to the market that have not been thoroughly tested.
B. To What Extent is the FDA at Fault?
Another visible party who does not escape liability for its failure to adequately monitor the safety issues associated with a withdrawn drug is the FDA. Often times, medical experts and insiders within the FDA will publicly ridicule the FDA for a lack of sustained scrutiny of certain pharmaceutical drugs after these drugs have been approved for sale and distribution in the U.S. market. For instance, during the very public Vioxx Senate Hearings, Doctor David Graham testified that the FDA failed in its attempt to protect the American consumer from unsafe drugs and that as a result, thousands of Americans suffered cardiovascular events that may have been avoided. 150 Other experts have also testified that the FDA has pandered to the interests of the "Big Pharma" and as a result has failed to objectively regulate the introduction of new drugs on the market. 151 This kind of public ridicule and testimony by respected members of the medical profession is extremely damaging, especially to a regulatory agency charged with protecting U.S. citizens from harmful products, and it could lead to future congressional action and examination into drug approval practices. While the pharmaceutical company and the FDA share the brunt of the blame, in some cases, other smaller groups are also blamed for failing to adequately warn. Some claim that the onus falls on the doctor to adequately treat his or her patients and, as a result, to choose the medicine that is right for each individual patient. In most cases, however, physicians will prescribe a drug even with the knowledge that it has certain adverse side effects because the information available to them, from medical journals and clinical trials outlined in the drug's prescribing information, describes the risk of any adverse event occurring as miniscule; as a result, the benefit to the patient exceeds the health risk posed by such a drug. Thus, it is difficult to blame physicians for using the information proffered by the respective pharmaceutical company claiming that the drug is safe in making informed decisions regarding the health of their patients.
Conversely, many physician advocacy groups blame the vharmaceutical companies' desire to gain the most market share and revenues. 53 They claim that the pharmaceutical companies continually mislead physicians by feeding them erroneous information through their sales representatives or failing to disclose vital information refsarding the drug's safety. 154 For instance, during the Vioxx Senate Hearings, 1 critics claimed that Merck purposely misled physicians by compensating their sales representatives with a bonus program, which provided the representatives with an incentive not to disclose fully Vioxx's safety issues in an effort to increase the drug's market share. 156 This program allegedly directed representatives to find ways to avoid safety related questions from physicians and handle these "obstacles" before reverting to the message promoting the drug's efficacy. 157 In response to such criticism, a Merck about the changes at the FDA over the years, but also warned that "approval times have been cut in half, and the percentage of new drugs being introduced in the United States before being introduced in other countries has nearly doubled. Inevitably, the party solely responsible for a drug withdrawal is not easily discerned. As evidenced by the Vioxx case and other recent drug withdrawals, it is usually a combination of missteps by both the drug's manufacturer and the FDA. Ultimately, it is difficult to assess blame but easy to identify those who are adversely affected. For instance, it may be the patients who relied on the information provided to them by doctors. Additionally, it may be the doctor who relied on information provided to him or her by the pharmaceutical company. Finally, it may be the pharmaceutical company and the appropriate regulatory agency that were unaware of the dangers of a drug that had not yet been fully investigated.
VITI. POSSIBLE SOLUTIONS
There are several possible solutions in order to minimize the numerous ways in which a drug withdrawal may affect multiple parties. First, although a drug may negatively affect certain patients, other patients who are positively affected by the drug are faced with a lesser quality of life as a result of the drug withdrawal. These patients might be able to fmd some relief if the withdrawn drug could still be prescribed to them. For instance, in the VIGOR trial, Vioxx was administered to 4,000 patients, some elderly, at the highest possible dose of fifty milligrams. 160 Most patients who were prescribed Vioxx, however, were often younger patients and were prescribed much lower doses, specifically at 12.5 and 25 milligrams. 161 Therefore, many of the patients who were previously prescribed Vioxx did not fall into the category of patients who experienced problems in the VIGOR trial and arguably should be allowed to continue using it at the lower dose. In fact, several months after Vioxx was withdrawn from the market, a joint advisory committee of the FDA, including thirty-two experts, concluded that Vioxx should be permitted to reenter the market with a stronger waming.162 The committee put forth such a recommendation because it concluded that in certain patient populations, the benefits may outweigh the risk:s. 163
A. Allow the Withdrawn Drug to Reenter the Market Under Restricted Conditions
There has only been one case in U.S. history where a drug that was previously withdrawn from the market was allowed to reenter. In 2000, Glaxo Pharmaceuticals introduced Lotronex, which treated irritable bowel syndrome and as a result helped millions of Americans inflicted with this.painful illness. 164 Just nine months after it had received FDA approval, however, the drug was connected with the deaths of seven individuals, and it was pulled from the market.165 Nevertheless, after heavy lobbying from desperate patients claiming it to be the only drug that ever relieved their constant misery, the FDA permitted Glaxo to reintroduce the drug into the U.S. market under careful scrutiny and only if the company agreed to increased monitoring. 166 Currently, "Lotronex may be prescribed only by certain doctors enrolled in a special program, and given only to the sickest patients -fewer than 5% of sufferers -who have failed other therapies." 167
The Lotronex incident proved that a withdrawn drug may be allowed to reenter the market under careful scrutiny because certain patient demographics whose quality of life is negatively affected by the drug's withdrawal may suffer less harm with the drug than without it. Nonetheless, the manner in which the drug will be tested and scrutinized must be carefully evaluated before the drug can be placed back on the market. Also, the FDA must conclusively find that the drug is safe for the patient populations that would be allowed to use the drug. Finally, the FDA must still be willing to re-pull the drug back off the market if there is even a remote chance that the drug will pose any health risk to these patients. 162 Vioxx Could Be Sold Again, supra note 143. A Stronger warning may be in the form of a black box warning, which is placed in the drug's prescribing information regarding a possible adverse side effect from use of the drug. Other such warnings also include "Dear Doctor,. letters, whereby the FDA informs any prescribing physician of the possible dangers associated with the drug in question. 163 
B. Create Medical Liability Review Panels in Order to Reduce the Number of Frivolous Lawsuits
Usually, after a drug is withdrawn from the market, plaintiffs' attorneys create a public hysteria of sorts by soliciting past users of the drug. As a result, many frivolous lawsuits are filed, costing the pharmaceutical company millions of dollars in litigation costs and negative publicity. In order to reduce the number of frivolous lawsuits that are filed, many states either require or permit that the claim first be submitted to a medical liability review panel that will determine the credibility of the claim and whether standing may be established in order to further pursue litigation. 168 This approach, requiring submission of cases to review panels consisting of doctors and lawyers, was first enacted b~ a number of state legislatures in order to "aid the early settlement of cases." 69 As a result, the state legislature will ensure that the court's time is not being wasted and that pharmaceutical companies are not subjected to the added costs of defending against frivolous claims.
C. Create an Independent Drug Monitoring Board
Another possible preventive solution is to institute a drug monitoring board independent of the FDA. 170 This board would only be in charge of monitoring drug safety for high volume drugs on the market. It would monitor the appropriate clinical trials and submit reports to both the FDA and PhRMA in order to ensure compliance with recommendations. Nevertheless, the goal of such a board would be to decrease the FDA's workload and create an independent body, detached from the pharmaceutical industry and the FDA, that would be able to monitor objectively pharmaceutical drugs from beyond the reach of pharmaceutical lobbyists. 171 This board could also ensure that money is being spent on improving existing products. As the President of PhRMA, Alan F. Holmer, stated during his congressional testimony:
The industry is spending more than $30 billion annually on research and development [referring to the 2002 year], with about eighty percent of this investment dedicated to the advancement of scientific knowledge and the development of products, compared to about twenty percent that is devoted to improving and/or modifying 168 Currently, the FDA is charged with monitoring more than 10,000 drugs, in addition to performing other re~duties such as new drug approval and post-approval marketing surveillance. 1 An independent monitoring board would therefore mean that there are some checks and balances in the system and would allow for closer scrutiny of post-approval clinical studies. Therefore, there are several possible solutions to reduce the devastating impact such withdrawals have on all the affected parties.
IX. CONCLUSION
The pharmaceutical industry has played a prevalent role in both United States and world history. Pharmaceutical companies have been credited with eliminating many diseases through the introduction of novel medicines and, as a result, are helping to increase life expectancy rates throughout the world. In order to continue to develop novel medicines, however, pharmaceutical companies place a great deal of emphasis on research and development Research and development cost a company millions of dollars every year in its search for the next blockbuster drug. Much expense is placed on obtaining the best and brightest scientists and providing them with the requisite resources to produce a blockbuster drug. In order to provide scientists with the resources required to produce the next blockbuster drug, a pharmaceutical company must gain sufficient revenue from its existing pipeline of drugs. Hence, a cycle in which a company is forced to produce blockbuster drugs in order to offset the costs of previous blockbuster drugs.
Today, pharmaceutical conglomerates are bigger than ever. Presently, more money is spent on obtaining the brightest executives and providing sales personnel with all the resources necessary to obtain the greatest possible market share in this very competitive industry. The company depends on a strong pipeline of drugs that will provide a continual stream of revenues and profits for this purpose as well. This stream of revenues and profits is required in order for the company to produce novel medicines.
As a result ofbeing a player in a very competitive industry, pharmaceutical companies in the United States have the dual objective of providing affordable health care to the general public and making a profit for their shareholders. As consumers have demanded more affordable medicines, pharmaceutical companies and the FDA have developed an increasingly cozy relationship and, as a result, have put the public at risk. 174 many pharmaceutical executives, knowing that they are only as secure as the next dividend payment to their shareholders. Therefore, such executives must produce more profitable blockbuster drugs or else find other employment. The continual desire to produce the next great blockbuster drug can lead to many legal, business, and ethical problems. As a result, when a pharmaceutical company produces a blockbuster drug that is later pulled off the market because of safety concerns, the question arises as to whether the lure of making a profit blinded the company into approving a drug wrought with safety issues. Regardless of the circumstances prompting a company to pull a drug off the market, the ramifications of such a decision can affect all involved, including company employees, physicians, patients, and the appropriate regulatory agencies.
The legal, business, and ethical ramifications of pulling a drug off the market can be severe. This removal can cost the company millions of dollars in litigation as a result of the multitude oflawsuits brought by the alleged victimized plaintiffs claiming that the company produced an unsafe product. 175 The costs of a drug withdrawal can affect the company in more ways than just its bottom line. For instance, it can affect a pharmaceutical company's perception on Wall Street and, as a result, affect investor confidence. Since most large pharmaceutical conglomerates are traded on publicly accessible stock exchanges, a major drug withdrawal can cause a decrease in stock price. Therefore, the loss in investor confidence ultimately leads to a variety of changes within the respective pharmaceutical company. Restructuring leadership positions can include layoffs and termination of many executive positions.
Finally, there are significant ethical questions to be answered after a drug has been withdrawn from the market. Specifically, how are patients to cope when they have depended on the withdrawn drug to provide them with a quality of life that they did not possess prior to the drug's introduction in the marketplace? Moreover, when did the FDA and the respective pharmaceutical company know of the drug's safety issues and was the response swift and appropriate? The ideal solution would be for the pharmaceutical companies to take these questions into account both prior to marketing the blockbuster drug and every step of the way after initially marketing it.
After examining the different parties affected by a drug withdrawal, there is no one party who is clearly culpable. Although at first it seems as if the pharmaceutical company must be blamed, 176 in essence, there are many parties that are blameworthy. To solely blame one party over another, however, would be erroneous because, ultimately, the parties negatively affected by a drug
